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DETAILED ACTION 
Claim Objections 

1. Claims 9-15 are objected to because of the following informalities: it is unclear if the first optical 
fibre in claim 9 is intended to have only one of the light sources adjacent its proximal end, as the means 
for determining the oxygen saturation level requires measurements from both light sources; the term - - 
fibres - - should be inserted after the term "optical" in line 2 of claim 15; the term - - an - - should be 
inserted between the terms "of and "apparatus" in line 3 of claim 16; it is unclear whether Applicant 
intended to include both the "the" term and the "said" term in the phrase "the said second optical fibre" in 
line 10 of claim 16. Appropriate correction is required. 

Claim Rejections - 35 USC§ 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis 
for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in pubhc use or on 
sale in this country, more than one year prior to the date of appUcation for patent in the United States. 

3. Claims 9-13 are rejected under 35 U.S.C. 102(b) as being anticipated by Keller et al.'592 (cited 
by Applicant). 

Keller et al.'592 discloses an apparatus for measuring the oxygen saturation level of blood at an 
internal measurement site, the internal measurement site being the brain, by reflectance pulse oximetry, 
the apparatus comprising: a first monochromatic light source having a first spectral distribution, a second 
monochromatic light source having a second spectral distribution, a first optical fiber having a proximal 
end adjacent at least one said light source and a distal end adapted in use to be positioned adjacent said 
internal measurement site, at least one receiver, at least a second optical fiber having a proximal end 
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adjacent the said receiver and a distal end adapted in use to be positioned adjacent said internal 
measurement site, and means for determining the oxygen saturation level of the blood at the internal 
measurement site, wherein the optical centers of the first and second optical fibers are separated from one 
another by at least 1 mm at their distal ends (page 6, lines 14-24, page 7, line 25 - page 8, line 26, page 9, 
line 6 - page 10, line 3), and wherein the first monochromatic light source is capable of producing light 
having a peak emission wavelength of from 630nm to 760nm and the second light source is capable of 
producing light having a peak emission wavelength of from 820nm to 930nm (see claims 17 and 18). 
Keller et al.'592 further discloses means for pulsing light from the first and second light sources 
sequentially along the first optical fiber (see Figure 4, element 27 and page 12, lines 21-31). The above 
cited sections of Keller et al.'592 also disclose a method of measuring the oxygen saturation level in the 
brain tissue of a human, wherein the steps comprise inserting the distal ends of the optical fibers of the 
apparatus discussed above through a cranial access hole positioned in the skull of a patient, illuminating 
the brain surface of the patient using said light sources and determining the oxygen saturation level of 
blood at the brain from reflected light received at the receiver via the second optical fiber. Figures 8 and 
9 indicate that the distal ends of the optical fibers are placed at a distance from 0 to 4.0mm from the brain 
surface. 



Claim Rejections - 35 USC§ 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 

such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

5. Claims 14 and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable over Keller et 



al.'592, as applied to claim 9, fiirther in view of Miller et al.'774 (cited by Applicant). 
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Keller et al.'592 discloses all the elements of the current invention, as discussed in paragraph 3 
above, except for the apparatus comprising a cranial access bolt and means for supporting the optical 
fibers in the access bolt. Miller et al.'774 teaches that it is well known in the art to implement a cranial 
access bolt and support means to stabilize and secure a fiberoptic probe for accurate placement of a 
fiberoptic probe and to maintain intracranial sterility (col. 8, lines 28-55 and col. 14, line 65 - col. 15, line 
4). It would have been obvious to one of ordinary skill in the art at the time of the invention to modify 
the apparatus and method of Keller et al.'592 to include a cranial access bolt and means for supporting the 
optical fibers in the access boh, as taught by Miller et al.'774 since it would stabilize and secure the 
apparatus for accurate placement of the apparatus within the internal measurement site and also maintain 
intracranial sterility. Regarding claim 1 5, it is noted that the distal ends of the optical fibers are capable 
of being positioned from 0 to 4.0mm from the surface of the brain. 

6. Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over Keller et al.'592 ftirther 
in view of Miller et al.'774. 

See the rejection set forth in paragraph 5 above. 

7. Claims 9-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over Miller et al.'774 
ftirther in view of Keller et al.'592. 

Miller et al.'774 discloses an apparatus and method for monitoring local cerebral physiology (see 
TITLE), wherein the apparatus comprises an oximetry probe, a cranial access bolt and means for 
supporting optical fibers of the apparatus (col. 8, lines 28-55 and col. 14, line 65 - col. 15, line 4) and the 
method is capable of measuring an oxygen saturation level of the brain by inserting the apparatus into the 
cranial access boh (see ABSTRACT, col. 5, lines 20-24 and col. 13, lines 17-37). Miller et al.'774 
discloses all the elements of the current invention except for the details of the oximetry probe, specifically 
a first monochromatic light source, a second monochromatic light source, a first and second optical fiber, 
a receiver, means for determining the oxygen saturation level of the blood and means for pulsing each 
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light source. It would have been within the skill of the art to use the oximetry probe of Keller et al.'592 
as the oximetry probe of Miller et al.'774 since Miller et al.'774 discloses an intracranial oximetry probe, 
but fails to give the details of the oximetry probe, and Keller et al.'592 discloses the details of an optical 
oximetry probe, such as the one discussed in paragraph 3 above, that is capable of being used as the 
oximetry probe of Miller et al.'774 



Conclusion 

8. The prior art made of record and not relied upon is considered pertinent to applicant's disclosure. 
Marshair907 (cited by Applicant), Bailey'524 (USPN 5,048,524), Patel et al.'211 (US Pub No. 
2004/005921 1), Quinn et al.'654 (USPN 6,036,654) and Kohl et al.'600 (USPN 6,961,600) each disclose 
an apparatus capable of measuring the oxygen saturation level of blood at an internal measurement site by 
reflectance pulse oximetry. 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to ETSUB D. BERHANU whose telephone number is (571)272-6563. The examiner can 
normally be reached on Monday - Friday (7:00 - 3:30). 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's supervisor, Brian 
Casler can be reached on (571)272-4956. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Elecfronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer 
Service Representative or access to the automated information system, call 800-786-9199 (IN USA OR 
CANADA) or 571-272-1000. 

/Eric F Winakur/ 

Primary Examiner, Art Unit 3768 
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